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DRAFT QUESTIONS (Afternoon session)

1. DISCUSSION: Discuss whether the Digital Symbol Substitution Test (DSST) is an
adequate measure of cognitive function in MDD?

2. DISCUSSION: What, if any, additional data are needed pre- or post-approval to address
outstanding issues? Please be clear whether you believe these data should be required
prior to approval.

3. DISCUSSION: Does a claim for an effect on cognitive function require showing of
superiority to another antidepressant (or more than one)-or is it sufficient to shown an
effect vs placebo on cognitive function?

4. VOTE: Has substantial evidence been presented by the applicant to support a claim of
effectiveness for vortioxetine for treating cognitive dysfunction in MDD?
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